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imparity "S®6" at 5°C and 25°C over time. Mbit G-J describes the impurity "S/1D6" and 
corresponds to a portion of die documents submitted by the Assignee to appropriate regulatory 
authorities in order to obtain marketing authorization for the product described in the above- 
identified application. Exhibit C-2 includes two graphs showing the S/D6 coatent changes at 
"ambient" temperature (U. 25°e) and at "fridge" temperature (i.e. 5 °C). Labels "521", "522" 
and "524 correspond to different batches which were tested. 

9. Third, the process for manufacturing vinflunine is totally different from the process for 
manufacturing vinorelbine. It is a more complex process since it requires a super acid medium. 
The differences between these two synthetic routes are illustrated in the enclosed IxMbit D. 

10. Fourth, vinorelbine exhibits fungicidal activity after up to 28 days of contact with mold 
spores, with a slight fungicidal activity after 24 hours of contact. In contrast, vinflunine exhibits 
no fungicidal activity, 

11. Consequently, several significant properties differ between these two compounds, such 
that one skilled in the art would not conclude it would be predictable to employ one compound in 
place of another and expect tile same physico^hemical properties to be exhibited together with 
any improved storage stability properties. 

12. Vinflunine generally appears to be less stable than vinorelbine since it has a lower 
solubility. Vinflunine degrades to form a major impurity significantly different from vinorelbine 
and does not exhibit fungicidal activity as does vinorelbine. Therefore, the behavior and stability 
of vinflunine in an aqueous solution can not be predicted based on the different physieo,chemical 
properties exhibited by vinorelbine. 
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